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Art Unit: 1648 

DETAILED ACTION 

Applicants' election with traverse of Group I (claims 1-9 and 1 1) in the reply filed 
on April 28, 2008 is acknowledged. The traversal is on the ground that Laus et al. does 
not teach a disease associated antigen adsorbed to the surface of the microparticle. 
This argument is not found persuasive. 

Laus et al. discloses a microparticle comprising: (a) a core which comprises a 
water insoluble polymer or copolymer, and (b) a shell which comprises a hydrophilic 
polymer or copolymer and functional groups which are ionic or ionisable; said 
microparticle having BSA adsorbed at the external surface (see the entire document, 
especially the results and discussion). Laus et al. does not teach a disease associated 
antigen. However, Laus et al. teaches that the surface of the microparticles is protein 
friendly (i.e., proteins are easily immobilized on the surface) and that the microspheres 
can be used for immobilizing high amounts of protein for protein delivery systems where 
the protein is protected from degradation (see page 283). 

Therefore, it would have been obvious to one of ordinary skill in the art to 
substitute any other protein, including disease-associated antigens, on the surface of 
the microparticle of Laus et al. and the results would have been predictable (i.e., a 
microparticle with protein adsorbed on the surface). 

The requirement is still deemed proper and is therefore made FINAL. 
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Specification 

The disclosure is objected to because of the following informalities: Pages 41 
and 56 of the specification recite sequences without the appropriate sequence 
identifiers. Appropriate correction is required. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on September 27, 2006 
was filed before the mailing date of the first office action on the merits. The submission 
is in compliance with the provisions of 37 CFR 1 .97. Accordingly, the information 
disclosure statement is being considered by the examiner. However, with regard to DE 
3048883, DE 101 18852 and EP 0240424, only the English equivalents of DE 3048883 
and DE 101 18852 and the English abstract of EP 0240424 have been considered. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 6 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 6 contains the trademark/trade name Eudragit L1 00-55. Where a 
trademark or trade name is used in a claim as a limitation to identify or describe a 
particular material or product, the claim does not comply with the requirements of 35 
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U.S.C. 112, second paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 
1 982). The claim scope is uncertain since the trademark or trade name cannot be used 
properly to identify any particular material or product. A trademark or trade name is 
used to identify a source of goods, and not the goods themselves. Thus, a trademark or 
trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name is used to identify/describe 
a copolymer of methlyacrylic acid and ethyl acrylate and, accordingly, the 
identification/description is indefinite. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claims 1-9 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Laus et al. (Journal of Controlled Release, 2001 , 72:225-309) in view of Betti et al. 
(Vaccine, 2001 , 1 9:2308-341 9), Caputo et al. (Vaccine, 2003, 21:11 03-1 111), Caselli et 
al. (Journal of Immunology, 1999, 162:5631-5638) and O'Hagan et al. (WO 98/033487). 

The claims are directed to a microparticle comprising: 

(a) a core which comprises a water insoluble polymer or copolymer, and 

(b) a shell which comprises a hydrophilic polymer or copolymer and functional 
groups which are ionic or ionisable; said microparticle having a disease-associated 
antigen adsorbed at the external surface. 

Laus et al. discloses a microparticle comprising: (a) a core which comprises a 
water insoluble polymer or copolymer, and (b) a shell which comprises a hydrophilic 
polymer or copolymer and functional groups which are ionic or ionisable; said 
microparticle having BSA adsorbed at the external surface (see the entire document, 
especially the results and discussion). The microspheres are made of polystyrene or 
polymethylmethacrylate with hemisuccinated polyvinylalcohol or Eudragit L1 00/55 as 
the hydrophilic copolymer. The microspheres range in size from 0.5 to 20 urn. 

Laus et al. does not teach a disease associated antigen adsorbed to the 
microparticles. However, Laus et al. teaches that the surface of the microparticles is 
protein friendly (i.e., proteins are easily immobilized on the surface) and that the 
microspheres can be used for immobilizing high amounts of protein for protein delivery 
systems where the protein is protected from degradation (see page 283). In addition, 
Betti et al., Caputo et al. (2003) and Caselli et al. teach the use of HIV Tat as a vaccine 
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candidate and the use of copolymers to deliver HIV Tat DNA to a subject. Furthermore, 
it is well known in the art to use microparticles with adsorbed HIV antigens as vaccines 
(see, for example, O'Hagan et al. O'Hagan et al. used microparticles to deliver HIV p24 
gag and to induce cytotoxic T-lymphocyte activity, see page 14, line 10 to page 15, line 
1 3, and Examples 9 and 1 0 of O'Hagan et al.). 

Therefore, it would have been obvious to one of ordinary skill in the art to 
substitute any other protein, including disease-associated antigens, on the surface of 
the microparticle of Laus et al. and the results would have been predictable (i.e., a 
microparticle with protein adsorbed on the surface). Further, in view of Laus et al.'s 
suggestion to use the microspheres as protein delivery vehicles and the teachings of 
O'Hagan et al. to use protein coated microparticles to induce an immune response, it 
would have been obvious for one of ordinary skill in the art to use the protein coated 
microspheres of Laus et al. to generate an immune response in a subject. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-9 and 1 1 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-7, 10-15 and 
17 of copending Application No. 10/577,973. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because they relate to the 
same inventive concept. 

The subgenus claims of copending application 10/577,973 anticipate the instant 
genus claims, and a patent to the instant genus claims would, necessarily, extend the 
rights of the a patent granted to the sub-genus claims should both applications issue as 
a patent. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NICOLE KINSEY WHITE whose telephone number is 
(571)272-9943. The examiner can normally be reached on Monday through Friday from 
8:00 am to 5:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571) 272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Nicole Kinsey White, PhD/ 
Examiner, Art Unit 1648 

/Stacy B Chen/ 

Primary Examiner, Art Unit 1648 



